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[image: image2.jpg]W3NCKBAHUSA HA H3OK NPU U3OABAHE HA NPOTOKOJN 3A NPOBEXAAHE HA JIEYEHUE HA
BOJHU C LUIN3O®PEHUA B U3BBHEONHUYHATA MOMOLL

MpoTokoNbT ce M3naBa OT CMELUManucTU C KOA Ha CNeunanHocT ncuxuaTpus, pa6otewm no aorosop ¢ H30K,
eKCMepTHOTO CTaHOBMWe Ce M3hasa OT CMeuuanu3upaHa KOMUCHMA B neveGHM 3aBefeHus 3a GOnHWYHA
nomouw, ckniouunu gorosop ¢ H30K. Cneunanuampanute kommucum ce chbagasat che 3anoses Ha AMPEKTopa Ha
neyebHoTo sasegenve (J1I3) — KnuHuka no ncuxmatpus B yHuBepcuteTckuTe 6Gonkuuu, MBAJ, AbpxasHu
NCUXHaTPUYHKU GOHHHMH W UEeHTpOBEe 3a NCUXUYHO 3apase.

PE[] 3A 3ABEPABAHE HA MPOTOKOIUTE

MpoTokonu 3a:
1. 3anouyBaHe U NPOALMKABAHE HA TEPANUATA C KOHBEHUMOHASTHM HEBPONENTULYW BKI1. KOHBEHLMOHAMHM Aeno
HesponenTALM
2. 3ano4saHe U NPOAbIIKaBaHe Ha TePanusTa C NEPOParnHN aTUNUYHN aHTUNCUXOTMUM (Tpu do3a do DDD u 6es
cryyaume Ha KOMBUHUpaHa mepanus)
3. MpemuHaBaHe OT eAUH KM APYT NEPOPAnHM aTUMMYHU aHTUNCUXOTUUM (Mpu do3a do DDD u 6e3 cryyaume Ha
KombuHupaHa mepanus)
4. TMpoabmkaBaHe Ha NieyeHue C NepopaneH aTuNMYeH aHTUNCUXOTUK B A03a Haa DDD (cried mbpeoHavasnto
odobperue om Komucusima e L|Y Ha H30K)
5. MpopbrkasaHe Ha NEYEHUETO C UHKEKLMOHHM aTUNUYHM AENO aHTUNCHXOTULM™
CneumanucT, CKymn —»{ ‘“lpoTokon 3a npeanucBaHe Ha nekapcTea, 3asepka B P30K
norosop ¢ H30K 3annawaty ot H30K/P30K” — 06p. M3-H30K
1. TpoTokonu 3a 3anoyBaHe Ha NOAABLPXKALA TEPANUs C aTUNMYHN AHTUNCUXOTMUM B Ao3a Hag DDD
2. [potokonu 3a 3anoysaHe Ha KOMGUHMPaHa Tepanusi C aTUNMYHN aHTUNCUXOTUUM (He3asucumo om dozama Ha
omoeniHume nekapcmeeHu npodykmu)
3. [poTtokonu 3a 3anoyBaHe Ha eYeHne ¢ aTUMUYHK Oeno aHTUNCMxoTMum *
MonbnHeHo n NnoAnNUCaHo NpunoxexHue 1 - nucr 3a onpeaensive
cneumanuct, ckno4un Ha KPUTEPUUTE MO CbOTB. TOYKA C NPUNOKEHN BCUYKIA HEOOXOAUMM
porosop ¢ H30K | nokymentn
AmbBynaTopeH nucT/ eTanHa enuKkpuaa ¢ BCUUKM Heobxoaumn
M3CneaBaHus No Npunoxeue 2
“[poTokon 3a NpeAnucBaHe Ha nekapcTea, 3annaanm ot
H30K/P30K" - 06p. M3-H30K
ExcnepTHO CTaHOBMWE C iCHa Komucus no un. 78, 1. 2
Cneuvanuavpasa KoMucusi [~ MeauLMHCKa MOTUBALIMA "] or330 B LY Ha H30K
3asepka B P30K

* Kum KomucusTa no un. 78, T. 2 ot 330 ce HacouBaT camo AokyMeHTU Ha 330J], kaHAWAATCTBALLY 3 3aN04BAHE HA NEYEHUETO C
aTUNUYHK AEN0 aHTUNCUXOTULM B MHKEKUMOHHA (opma. MocneasauwmTe npoTokonu ce 3asepssar 8 P30K no peaa Ha npotokonu IC

1. OBLUM NONOXEHMSA

1. 330N nopgasa nogroteeHute AokymeHTM B P30K, Ha TeputopusiTa Ha KOSTO e Hanpasuno uzGop Ha Ol
[oKyMeHTUTe BKMioYBaT:

1.1 3assnenue ao upektopa Ha P3OK.

1.2 MonbnHeHo u noanucaHo npunoxenue 1. Monbnsa ce No CboTBETHATa TOYKa M Ce Npwunara oTpaseHata B
Lll’l\")pOE WHAEKC MeauLUMHCKa AOKYMEeHTauus, yaocToBepsiBalla BCEKW e4AuH OT Kputepuure.

1.3 MbnuuaT Habop MacneasaHus (hrUaMkanHn, MHCTPYMEHTamNHN 1 NabopaTopHI), OTPa3eH B NPUNOXeHUe 2.

1.4 “MpoTokon 3a npeAnucBaHe Ha nekapcTsa, 3annawanu ot H3OK/P3OK" — obp. M3-H3OK, uspapeH ot
nekaps cneuuanuct. Mpu HeoBxoanuMOCT OT ekcneptusa ot Kommcusita no un. 78, 1.2 ot 330, P30OK uanpawa B
HB3O0K konue Ha npoTokona. MpoTOKOMLT 3aALIKUTENHO CE NOANNUCBA OT BCUYKM YIEHOBE Ha KOMUCUSTA B CriyuanTe
nocoyeHn B T. |

1.5 Konue ot npeaxoxaaiy npotokon. MpoTokonsT cneasa fia CbAbpXa 0TPa3eHn U3MbIHEHUs Ha peLienTy.

1.6 [leknapaums 3a uHchopmMupaHo craacue no obpasel| (npunoxetue 3)

M3NCKBAHWS HA H3OK MPY 3[ABAHE HA NPOTOKONM 3A NPOBEXAAHE HA IEYEHWE HA BOMHW C WM3O®PEHUA B 2
M3BLHBONHNYHATA NOMOLY




[image: image3.jpg]1.7 Npu 33071 nopn 18 roavwHa BBL3pacT 3asBNEHMETO M AeKnapauwsTa ce noanucear ot poguren/
HaCTOMHMK.
2. P30K npuema nokymeHTUTe no T. 1 cnep cnpaBka OTHOCHO 3APaBHOOCUTYpUTENHUS cTatyc Ha 33011,
3. [lo nonyyasaHe Ha pelweHue oT komucusiTa B LIY Ha H30K 330/1 npogbmkasa neyenue ¢ nekapcTeeH/v npoaykt/u,
C KOWTO e NpoBeXaan fneYyeHueTo 40 MOMeHTa Ha nofaBaHe Ha monbara u qokymeHTute B P30K.
4. ONUCaHUAT NbNeH KOMNNEKT JOKYMEHTU Ce M3UCKBA B Cry4auTe, Npu KOUTO e ykazaHa Heo6XOAUMOCT OT pelueHune
Ha Komucus 3a ekcneptuau B P30K unu Komucusita no un. 78, 1. 2 ot 330 B LY Ha H3OK. Mpu 3aBepka B P30K ce
npeACTaBsi NPOTOKONA M KOMME OT aMBYNaTOPHUs! NIUCT OT NOCAEAHNS NPernea NPy CneuManmct.

VM3WUCKBAHWS HA H30K NPY U3[ABAHE HA NPOTOKONN 3A NPOBEXIAHE HA NIEYEHWE HA BOMHU C WW30GPEHUA B 3
M3BLHBONHNYHATA NOMOLL|
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TIUCT 3A ONMPERENAHE HA KPUTEPUWUTE NPU NPOBEXAAHE HA NNEYEHWUE HA BOJTHU C LUM3O®PEHUA B

WU3BBHBEOMHUYHATA NMOMOLL

Wwme: ‘ ErH ‘ ‘ ‘ ‘ ‘ ] I ’

A. KPUTEPUU 3A 3AMOYBAHE HA NEYEHUE C ATUMUYEH AHTUINCUXOTUK KATO CPEACTBO HA MbPBU

WU3BOP (3AABIMKUTENHO E HATTMYUETO HA MOHE EAUH OT KPUTEPUMUTE)

Mo npeueHka Ha cneuManucTa v 3aTpyAHEHWE NPM B3UMAHETO Ha TepaneBTVHYHO PeleHWe nauueHTuTe Morat Aa Gbaat

HaCTaHeHV Ha CTALMOHapHO NeyeHme 3a oLeHka HeobX0AMMOCTTa OT NeYEHNe C aTUNMYHIU aHTUNCUXOTULI.

1l
1 | MbpBM NCUXOTUYEH ennu3on 4

2 | NpeobnanaBaxe Ha HeraTMBHa CUMNTOMATUKa "

3 | NpeobnanaBaHe Ha KOTHUTUBHA CUMNTOMATHUKA "

4 | Hanuuue Ha acheKTUBHU CUMNTOMM U CYULIMAEH PUCK i

T
ambynaTopeH NUCT/ eTanHa enukpusa OT Npernea NpW CNEUManucT C NOAPODHM KNMHWKO-AHAMHECTUYHW AaHHW W ACHA MEAMUMHCKA

MOTUBALUA 33 3aN0YBAHE Ha Neverie C AH KaTo CPeACTBO Ha nbpay u3bop
€NUKPU3a OT CTAUMOHAPHO NIEUEHUe C AaBHOCT He NoBEYe OT 1 MeC. 40 AaTaTa Ha KaHAUAATCTBaHe

B. KPUTEPUM 3A MPEMUHABAHE OT JIEYEHWE C KOHBEHUMOHANEH HEBPOMNENTUK KbM NEYEHUE C
ATUNUYEH AHTUMNCUXOTUK U 3A MPEMMHABAHE OT EAWH KbM [OPYM ATUMUYEH AHTUMNCUXOTUK

(BAOBIMKUTENHO E HANIMYUETO HA NMOHE EAVH OT KPUTEPUMUTE)

Jlunca unu HepoCTaTLYeH TepanesTMYeH OTrOBOP, Cried KaTo e MPOBE/eH NOHe e H MbAeH Kype Ha
neyeHne C KOHBEHLWMOHANEH/ aTUNNYEeH aHTUNCUXOTUK

2 | MepcucTupane Ha eKCTPANUPaMUAHH CTPAHUYHN SBNIEHNUS, BLNPEKN NPUNAraHETo Ha KopeKTopn 2

3 | [ipyrv CTPaHWUHU SBEHUS), CELP3aHH C NPUNAraHeTo Ha KOHBEHLMOHaNeH/ aTunueH aHTunCuXxoTu 2

4 | PUCK OT BL3HUKBaHE Ha KbCHA AMCKUHE3Ns

Bb3HukBaHe n AOMUHMPaHEe Ha HeraTMBHa UM KOTHMTUBHA CUMNTOMAaTUKA, BOAELM A0 BNOWEHO
JINYHOCTHO (hYHKUMOHMpPaHe

6 MeuxoTuyeH peunaus, AOBEN A0 XOCNUTAaNM3auus, NpY NPaBUITHO NPOBEXAAHO NOAALPXKALLO feYeHne
C KOHBEHLMOHanNeH HeBponenTuK

7 | NepcucupaHe Ha KOTHUTUBHM NpoBnemMu 2

T
Konue oT peuenTypHaTa kHkka Ha 330J1 unu eranHa enukpusa ¢ NoApPOGHO ONUCaHKe Ha NPOBEXAAHATA 40 MOMEHTa Tepanus

ambynaTopHW NUCTW/ eTanHa enukpu3a, yA0CTOBEPABALLN NnepcucTUpane Ha ENC, pa3suTi CTPaHWYHU PEaKLUMW, PUCK OT KbCHA AUCKMHEINA
WNM NepcUCTMpaLM KOTHWTMBHW NPOGNeMu B XOAa Ha NEYEHWETO C KOHBEHUMOHANHWA HEBPONENnTUK W/ WM NPOMSHA B KNWHWYHATa

chmnToMaTHka
3aALIKMTENHO Ce NPEACTABA ENVKPU3A OT CTALMOHAPHO NeYeHMe C AABHOCT He NoBeve oT 1 Mec. 40 AaTaTa Ha KaHAWAaTCTBaHe

B. KPUTEPUW 3A NIEYEHWUE C CLOZAPINE (3AAB/DKUTENHU CA: EAUH OT KPUTEPUUTE MO T.B U NOHE

E[IHX OT KPUTEPWUUTE MO T.B):

4 | TepanesTuuHa pesucTeHTHOCT - Aa ca NPOBEAEHM NOHe ABa HeYCNewWH! MLMHM Kypca Ha
AHTUNCUXOTUYHO NeyeHne ¢ (hapMakanorMyHo pasnuyHu (BKM. aTUNUYHK) HeBpoOnenTULM 1

2 | [loMMHUpaLM NPOSIBM HA KbCHA AMCKMHE3WS *

3 | KnuHW4HA KAPTUHA C HECTH M OMACHM arPECHBHM M ABTOArPECHBHM AEHCTBMS *

T
Konvie OT peUenTypHara kHinkka Ha 330J] Un eTanHa eNvKPH3A C NOAPOBHO ONMCAHWE Ha NPOBEXAAHATA 40 MOMEHTa Tepanwa

aMGyNaTOpHN NMCTU/ €TANHA ENUKDI3A OT NPErMEAUTE, YAOCTOBEPABALIA PUCK OT KLCHA AUCKAHESHA MIN KMHAIHA KEPTUHA C YECTU 1

ONacHM arpeciBHu 1 aBTOArpeCHBHI AGHCTBIR

. KPUTEPUM 3A 3AMOYBAHE HA JNEYEHUME C KOHBEHUWOHAMNEH [ENO HEBPONENTUK

(BAOBIMKUTENEH E EAHN OT KPUTEPUUTE MO T.I U NOHE EAVH OT KPUTEPUMTE NO T.A UNU T.B)

4 | Hecurypto npuemare Ha opank )opMy Ui HECLTPYAHN4ECTBO Ha NaLMeHTa Npy nepopanta
Tepanus

2 | HeKpMTU4HO OTHOLWEHME Ha NauueHTa kM GonecTra t

V3UCKBAHWA HA H30K NP UBJABAHE HA NPOTOKON 3A NPOBEXAHE HA IEYEHUE HA BOJIHU C WN30GPEHNS B
W3BBHBEONHUYHATA MOMOLL
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KonWe OT peuenTypHa kHwKka Ha 330]1 ¢ nposexgaHaTa Tepanus

aMYNaTOpHA NUCTW/ ETaNHa enMKPU3a NN ENMKPUIA OT NeveGHO 3aBeAeHIe 33 BONHIHA NOMOLL, CKNIOUMNO Aorosop ¢ H3OK,
YAOCTOBEPRBALLM NEPCHCTHpaHE Ha ETIC, PassiiTh CTPaHWHI PEaKLMM, PUCK OT KbCHa ANCKMHE3UR

A. KPUTEPUU 3A NPEMUHABAHE KbM MNOAABPXKALLA TEPANUA C AO3A HAZl DDD U KOMBUHUPAHA
TEPAMNWUS C ATUMWYHU AHTUNCUXOTULIM (SAOBIDKUTENHN CA U AIBATA KPUTEPUS)

acTuueH unm Henwre TepaneBTUYEH OTTOBOP, CMEA KaTo € NPOBEAEH NOHE eAMH MbAeH KYPC Ha
neveHye ¢ aTnuyeH HesponenTyk |

2 | TepaneBTUuHa Pe3UCTEHTHOCT Criesi 2 HEBPONENTUYHM Kypca *

4
Konue OT peuenTypHaTa kHimkka Ha 3301 unu etanHa envkpuaa ¢ NoAPoGHO ONUCaHWe Ha NPoBEXAaHaTa A0 MOMEHTa Tepanus
€NVKpU3a OT CTALMOHAPHO NeYeHHe C AGBHOCT He NoBeve OT 1 Mec. A0 AaTaTa Ha KaHAWAATCTBAHE WK aMBYNaTOPHU NUCTOBE/ eTanHa

€NVKpU3a, YAOCTOBEPABALLN TEPaNEBTUHA PEIUCTEHTHOCT

E. KPUTEPUU 3A 3AMOYBAHE HA NEYEHWUE C ATUMUYEH AENO AHTUMCUXOTUK ( BADBIDKUTENEH E
EQHU OT KPUTEPUUTE 1 UNW 2 U NOHE ENHW OT OCTAHAIUTE, 3A OLANZAPINE - 3AQBIMKUTENEH E U
KPUTEPWUM 6, 3A PALIPERIDONE — 3AABIDKUTENEH E U KPUTEPUN 7

HecurypHo npuemane Ha oparnin )opMu UM HECHLTPYAHNYECTBO Ha NaUMeHTa Npy nepopantia
Tepanus
HeKpUTU4HO OTHOLIEHHE Ha NauMeHTa KbM GonecTTa |

TMepcucTUpaHe Ha eKCTPaNUPaMUAHY CTPaHWIHN SIBNIEHUs, BLNPEKU MPMNaraHeTo Ha KOpeKTopH ~
Apyrv CTPaHMYHW SIBNEHNS, CBbP3aHW C NPUIIaraHeTo Ha KOHBEHUMOHANEH/ aTUNNYeH aHTUNCUXOTUK

PUCK OT BL3HUKBAHE Ha K-CHa ANCKUHE3S -

Mpu Beye CTaBMNM3UPaHM NALNEHTH YPE3 MUHUMYM eAHOMECEYEH NepopaneH NpuemM Ha onaH3anuH,
KaKTO M Npu 3anoyBaHe Ha neyeHune B CTauMoHapHa o6cTaHoBKa '

MpM Beve CTABUNMINPAHN NALMEHTH YPE3 NANUNEPMACH MMM PUCTIEPUAOH

o [alalo]n] =

Konie OT peLienTypHaTa KHKka Ha 330]1 UNW eTanHa enukpu3a c NOAPOGHO ONUCaHUE Ha NPOBEXAAHAT A0 MOMEHT Tepanus
amBynaTopHu NUCTW eTanHa enukpuaa, yAocToBepsBalLy nepcucTupane Ha EMNC, pa3suti CTpaHUYHN Peakuumn, PUCcK OT KbCHA ANCKUHE3NS
ambynaTopHu NUCTW/ €TanHa enukpu3a UnKu enukpu3a ot nevebHo 3aBeaeHne 3a GONHNYHA NOMOLY, CKNIoYMNo Aorosop ¢ H30K

KOnUe OT U3MbAHEH NPEAXOAALL NPOTOKON 3a NEPOPaneH NpUeM Ha ONaH3aNuH

Konue oT NPEAXOAEH NPOTOKON 3a NEPOPAneH NanunepuAoH, NepopaneH PUCEPUAOH WA AENO PUCIEPUACH

o oa e o

OTroBaps Ha KpUTEpUUTE 3a NeveHme ¢ B AHeBHa fo3a

MOAMNMUC Ha CheunanucTa;

s M3VICKBAHMS HA H3OK NPV M3[IABAHE HA IPOTOKOMA 3A MPOBEXIAHE HA NIEYEHUE HA BONIHYA C LUIM3OOPEHNS B 5
u V3BBHEOMHUYHATA MOMOLL
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1. NEYEBHO-AUATHOCTUYEH ANFOPUTBM

1.

NEKAPCTBEHMW NMPOAYKTW, BknioveHn B MO3UTUBHUA NekapcTBeH cnucbk, kouto H3OK sannawa no
pena Ha Hapen6a Ne 10 ot 24 mapT 2009 r. 3a ycnosusiTa ¥ peja 3a 3annaliaHe Ha nekapcTBeHn NPoAyKTH
no un. 262, an4, 1.1 ot 3aKkoHa 3a NEKapCTBEHWUTE MPOAYKTU B XyMaHHaTa MeAuUMHa, Ha MEeANLMHCKA
W3/IeNNs U Ha AETUYHM XpaHW 3a CeLnantin MeauumMHcku uenu (06H. [1B, 6p.24 ot 2009 r.).

MOKA3AHWUA U HEOBXOAUMU U3CNEABAHWA - cbrnacHo kpaTkuTe XapakTepucTuku Ha
nekapcTBeHWTe NpoayKTU

TABINLIA 1 - [epopantin HeBPONENTALM 1 aHTUNCMXOTALY

INN DDD MepuoanyHu uacnensaHus *
Carbamazepine 1000 mg
Valproic acid 1500 mg
Flupentixol 6mg
Zuclopenthixol 30 mg
. 3aAbMKUTENHO: apTepruanHio KPbBHO HansiraHe u CbpaeYHa Yectora - npu
BCEKM npernea, 0Tpasnsar ce B amMbynaTopHus nuct
*  EKI npeav 3anousaHe Ha ne4eHneTo
Sertindole 16 mg JNeuenue He ce 3anousa, ako QT uHTepsana e Haa 450 msec Npyu MbXe 1 NPY XeHU.
. KOHTPONHO EKTI™ Ha Bceku wect mMeceua v nNpu BCAKO NokaysaHe Ha aosata
AKH, cbpaeyHaTa YecToTa ce 0TpassiBaT Npu BCEkW npernea B ambynaTopHus nucT;
duwoseTe ot EKI” ce cbxpaHsaBaT B 1OCUETO Ha BonHua.
*  33abNXKUTENHO: apTepnanHo KPBBHO HansraHe U CbpaeyHa YyecToTa npu
BCEKM nperne/, oTpassear ce B ambynaTopHus nuct
«  EKI npeau 3anouBaHe Ha NeYeHNeTo
Ziprasidone 80 mg TNeyenne He ce 3ano4sa unum ce cnupa, ako QT uHTepsana e Haa 500 msec.
*  KkoHTponHo EKI Ha BCeky LWECT Meceua 1 Npy BCAKO NokaysaHe Ha Ao3ata
([onbnHUTENHY NOKa3aHust 3a NPEANUCBaHE Ca HanuuMe Ha XUNepnponakTUHeMIs 1
HaIHOPMEHO Terno.)
e [KK —npeaun neyexneto, 1 MbT CEAMUYHO Npes Mbpeus mecey n 1 NbT
MECeuHo cres Tosa; "
Clozapine 300 m: JleyeHue He ce 3ano4sa unu ce cnupa, ako 6posT Ha neskoumuTuTe e noa 3,5x 107/
9 e Terno u BMI — BeaHbX Ha 6 Mecelia
®  Kp. 3axap Npeau NeYeHNEeTO U BEHBX FOANLLHO
e Terno n BMI - BeaHbx Ha 6 MeceLa Npu BCekn npernea, oTpasssar ce B
amBynaTopHus nuct
Olanzapine 10 mg *  Kp.3axap — BeAHbX Ha 6 meceua
*  XOnectepon v TPUIMNLEPUAN — BEAHBX FOANLLHO
o ASAT, ALAT - BeaHbX Ha 6 Meceua
©  33LKUTENHO: aPTEPUAHO KPBBHO HansraHe 1 CbpAeUHa YecTota — npu
Quetiapine 400 mg BCeKM npernez, 0TpassBar ce B ambynaTopHus nuct
(MokasaHus 3 NPEANMCBAHE € U HAaNMIMe Ha XUNepNpoNakTMHeMIs.)
= Terno u BMI — BeaHbX Ha 6 Meceua npu BCeku npernes, OTpassBar ce B
R amBynaTopHus nuct
{ ridont
Risperidone R TIpy KNMHUYHN NPOSIBU Ha XMNEPNPONAKTUHEMUS Ce MPOBEXAA KOHCYNITALMs Cbe
cneunanuct |
" " Tpy KNUHUYHW NPOSIBN Ha xunepnponaﬁwuemuﬁ Ce NpoBexAa KOHCynTaums cbe
Amisulpride 400 mg cneumanveT
Aripiprazole 15mg B xopa Ha neyeHneTo npu GonHn Cbe 3axapeH AnabeT Unu puckoBm (akTopy 3a TakLs
Ce npoBexaa peloBeH rMuKeMnyeH KOHTpon.
Paliperidone 6 mg *  ypes, KpeaTUHWH — NPean 3anoyBaHe Ha nedeHure 1 Ha 6 mec. (npu 6onHK ¢
B16peyHo yBpexaaHe)

* MocoueHMTe MICeABaHs Ca 3aRbIKMTenHM. [IPEACTABAT Ce Ha OpUIHANHA NaGopaTopHa Brianka K 3asepeHo Konue. B cnyvail, e
a BNUCaHY B ENMKPH3A C AABHOCT A0 1 MEC. IPEAM KAHANAATCTBAHETO HE © HEOBXOAMMO NPEACTABSHETO Ha NaGOpaTOpHU GnaHKi
* 3a BCAKO ALAFOCPOUHO NOALPKAILO NeveHme eanH MuT roanuko MKK, AKK, ASAT, ALAT, GGT, ypes,, kphaKa 3axap, xonectepon,

TPUrnULEpMAN

{ V3UCKBAHWUA HA H30K MPY M3JABAHE HA NPOTOKONN 3A NPOBEXIAHE HA NEYEHWE HA BONHM C WN30®PEHMUA B 6

W3BBHBONHUYHATA MOMOLL
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NPUNOXEHUE 2

INN

TNekapcTteeHa
dopma

DDD

MepuoanyHmu nscneasaHus *

Flupentixol

solution for
injection

4mg

Zuclopenthixol

solution for
injection200
mg/ml - 1 ml

15 mg

Zuclopenthixol

solution for
injection solution
for injection 50
mg/ml

50-150 mg (1-3 ml) i.m eaHOKpaTHO, NPU HEOBXOAMMOCT fo3aTa Ce noBTaps npe3
wHTepBan ot 2-3 aHu. Mpunarat ce obLLO Tpu 403K, T.e A0 9 amnynu!

f
z::f:r:sigr: for e Terno u BMI - Beawbx Ha 6 Meceua npu BCeku nperneg,
Risperidone injection, 18m OTpa3sieaT ce B ambynaTopHus nucT
prolongéd b mg Mpy KIMHWMYHM NPOSIBU Ha XMNEpPnponakTUHeMMs Ce nposexaa
release + solvent KOHCynTauus CbC cneuyuanmcr
e Terno n BMI - BeawbX Ha 6 Meceua npu Bceku npernea,
f i powder and OTpassiBar ce B amMBynaTopHua nucT
Olanzapine solvent for A0 *  Kp. 3axap - BEAHBXK FOANIIHO
prolonged . 9 ®  XOMecTepon 1 TPUrMULEPUaN — BEAHBX Ha 6 meceua
release susp. inj. e ASAT, ALAT - BeAHBX roAvLLHO
roionged « EKI npeawm sanoysaHe Ha neyeHneTo (Npu NauMeHT C N3BECTHO
PallGeitioh ?eleasg CbpAEYHO-CbA0BO 3abonsABaHe UNn hamuiHa aHamHesa 3a
aliperidone . yavkeH QT uxTepean)
nsion for
;l;:zreio:; proe— 28 mg * ypesi, KpeaTUHWH — NPe/n 3anoyBaHe Ha neyeHve u Ha 6 mec. (npu
filled syringe nauneHTn ¢ 6bBpeyHo yBpexaane)

* MocouenuTe nscneasaHus ca sagbnkutentm. MPeACTaBAT ce Ha opurnHanta nabopaTopHa 6naHka unu 3asepeHo konve. B cnyvaii, ue
Ca BNVCaHN B ENUKPU3A C AABHOCT A0 1 MEC. NIPEAW KAHAWAATCTBAHETO He € HEOBXOAMMO NPEACTABAHETO Ha NaBOPaTOpHU BNa KM

** Mpu npunoxenneto Ha Olanzapine, powder and solvent for prolonged release susp. inj. ce cuvbniopasat waucksaHusiTa Ha Conditions
imposed on member states for safe and effective use 05/01/2009, koeTo ce yaoCTOBepsiBa Ypes NOANKCA B NpUNoxXeHne 1 Ha cneunanucra

Ha3Hauun nedeHneTo.

3abenexxa: NOABLMKUTENHOCT Ha NepUoAa Ha NeYeHne Npu NaumeHTu ¢ HeaaeksaTeH OTroBop - 4-8 ceammumn npu manbk
vy 6e3 TepanesTUyeH OTroBop U 5-12 CeAMMLM NP YACTUYEH OTTOBOP (Cb2N1acHo MeOUUUHCKU cmandapm «[lcuxuampus’)

II. OBLUU U3UCKBAHUA

1. Bw3pacrosata rpaHMua Ce M34MCNsiBa B HABLPLUIEHN FOAVHY - T.€. BKMIOYUTENHO KbM AaTaTa Ha
wu3aasaHe Ha NpoToKoNa OT cneunanu3vpaHaTa KOMUCHS.

2 I'Ipln HasHa4aBaHe Ha Tepanus No NPOTOKON 3aAbIIKUTENHO ce CbOGpEIJRBaT Bb3pacToBuTe OrpaHu4eHus,
ChIMACHO KpaTKATa XapakTepUCTUKa Ha CbOTBETHMS NEKAPCTBEH NPOAYKT, YTBBP/AEHa N0 peaa Ha
3NMNXM.

3. H3OK He 3annalua neyeHue C A03u Haj MakCUManHo paspeLUeHuTe No kpaTka xapakTepucTuka Ha
npoaykTa.

4. H3O0K He 3annalya neyeHne U3BbLH ykasaHaTa Bb3pacToBa rpaHuLia B kpaTkaTa xapakTepucTuka Ha

npopykTa.

5. MPW CNELUMANUCTA, cern. un. 152 B, 7. 1 ot HP[] 3a meavumHckuTe aeitHocTv 2012 r. (06H. B 6p. 3
071 10.01.2012r.), Ha  330J1, Ha KOUTO Ca U3@BaHN NPOTOKONM MO PEAa Ha HACTOSLUUTE U3NCKBAHWS,
cneaBa aa ce npunarar BCUYKU Heoﬁxonnmu AOKYMEHTU KaTo: aMﬁynaTcpHme nNUCTOBE OT U3BBbPLUEHUTE
nperneav, BTOPUAT eKIEMNAAP OT U3AAAEHNTE NPOTOKONM, KOMWUS OT eNUKPU3M, EKCMIEPTHN CTAHOBMWA U
[ApYr1 AOKYMEHTH, KOUTO Ca OCHOBaHMWE 3a W3JaBaHe Ha MPOTOKOS, BCUYKI U3NCKBALLM Ce U3crneaBaHus,
Konue OT Npunoxexune 1Ha HaCTOSLUTE U3NCKBAHMA NOMBIIHEHO NO CbOTBETHATA TOYKA, NOANUCAHO OT
cneuuanucra, usaan nporokona.

Hacmoswume u3suckeaHus ca paspabomeHu Ha ocHoeaHue yn. 55 om HP[ 3a meduyuHckume OeliHocmu
2012 200uHa (06H. B 6p. 3/10.01.2012 2.). u enuzam e cuna om 1 anpun 2012 2., cbenacHo 4n. 10 Ha
Hapedba Ne 10 om 24 mapm 2009 2. 3a ycnosusima u peda 3a 3annauaHe Ha nekapcmeeHu npodykmu o 4.
262, an. 5, m. 1 om 3akoHa 3a nekapcmeeHume nPodyKmu 8 XxymaHHama MeoduyuHa, Ha MeOUUUHCKU u30enus
U Ha QuemuUYHU XpaHu 3a crieyuantu meduyuHcku uenu (06H. 1B, 6p. 31 om 2007 2.).

VM3UCKBAHMS] HA H30K MPU U3[ABAHE HA NPOTOKONM 3A NPOBEXAAHE HA IEYEHWE HA BOJTHU C WM3O®PEHUA B 7
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LEKINAPALIMA 3A UHOOPMUPAHO CBITIACUE C U3UCKBAHUATA 3A 3ANOYBAHE/ NPOABLIMKABAHE HA
NEYEHMUETO C NIEKAPCTBEHUA NPOAYKT

CrieA Kato ce 3anosHax C uanata My npeaoctaBeHa WHGOpMauus W UenTa Ha NeYyeHWeTo C NekapcTBeHus

npoAYKT....

n cneg kato nony4ux

vu3vyepnarenHu oTroBopu Ha NocTaBeHUTe OT MEeH BbNPOCH, AeKnapupam ye:
1

[Oara:.

LLle cnassam npenopbyaHaTa M1 Cxema Ha NeYeHne n NEPUOANYHOCT Ha KOHTPONHUTE
nperneau.

PeﬂDBHO Lje ce siBABaM Ha KOHTPO/HK Npernean u HAMa Aa NPOMeHsIM CaMOBOJTHO UK NoA
[APYro BHYLLIEHME Ha3Ha4YeHaTa M1 Tepanus.

I'Ipvl NpeycTaHoBABaHe Ha NeYeHUEeTo NO NPUYNHKA, HEeNPOU3TUYALLM OT PeLUeHNeTo Ha
KomucusTa 3a ekcneptuan B P3OK n/unn KomucusTa no un. 78, 7.2 ot 330, Wwe yseaoms
HesabaBHO NuyHusA cu nekap 1 P30K, u we BbpHa B P3OK nocnegHus npoTokon, no Koo
CbM nonyyasan/a NekapcTBeHUs NPOAYKT.

Ipu HecnassaHe Ha NOCOYEHUTE YCIIOBUS IEYEHUETO MU C YIOMEHATUS NIeKapCTBEH NPoAYKT
e 6bAe NpekpaTeHo 1 HAMa Aa UMam npeTteHunn kb H30K.

[eknapartop:

(ume, npesume u hamunus)

Moanuc:

M3BBHBONHUYHATA NOMOLL
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